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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

Inventor : Robert S . Neuwirth ) 
and Lee R. Bolduc ) 

) Assignee: 

) Gynelab Products, Inc. 

Patent No. : 5, 105, 808 ) 

) Licensee: 

) Gynecare, Inc . /Ethicon, Inc. 
Issue Date: April 21, 1992 ) 

For: INTRAUTERINE CAUTERIZING ) 
APPARATUS ) 



APPLICATION FOR EXTENSION OF THE TERM OF A PATENT 



Assistant Commissioner for Patents 
U.S. Patent and Trademark Office 
Box Patent Ext . 

Washington, D.C. 20231 Docket Ref.: Gynelab808 



Dear Sir: 

Pursuant to 35 U.S.C. §156, extension of the term of the 
above-identified United States patent is respectfully requested. 
Pursuant to the guidelines published by the Commissioner, the 
following information is being submitted. 

(1) A complete identification 'of a method of using the 
approved ThermaChoice™ Uterine Balloon Therapy (UBT) System is 
set forth in attached collective Exhibit A in the photocopies of 
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the Patient Information Brochure (Exhibit A(l)); the Catheter ■ 
Instructions for Use (Exhibit A(2)); and the UBT System Operating 
Manual (Exhibit A(3)) of owner's exclusive licensee, Gynecare, 
Inc . /Ethicon, Inc. describing and illustrating the method. 

(2) The regulatory review occurred under Title 21, United 
States Code, the Federal Food, Drug and Cosmetic Act, as amended 
1976, §515 (d) (1) (B) (ii) [21 U.S.C. §360e(d) (1) (B) (ii)] and 
§520(e) [21 U.S.C. §360 j (e) ] . 

(3) The method of using the approved product received 
permission for commercial use by owner's licensee, Gynecare, 

Inc . /Ethicon, Inc. on December 12, 1997, under the provisions of 
the Federal Food, Drug and Cosmetic Act as administered by the 
Food and Drug Administration (FDA) under which the applicable 
regulatory review period occurred. 

(4) This is not a human drug product, therefore no 
ingredients are described. 

(5) This application is being submitted within the sixty 
day period permitted for submission, the date of the last day on 
which the application could be submitted being February 9, 1998. 

(6) United States patent No. 5,105,808 is the patent for 
which an extension is being sought. The patent, which is set to 
expire on April 21, 2009, was issued to Robert S. Neuwirth and 
Lee R. Bolduc on April 21, 1992, and is owned by the applicant, 
Gynelab Products, Inc. The patent for which extension is being 
sought is a division of patent No. 4,949,718, issued to Robert's. 
Neuwirth and Lee R. Bolduc on August 21, 1990, owned by the 
applicant, Gynelab Products, Inc., and for which an application 
for extension of the term of the patent is concurrently being 
submitted. 

(7) Enclosed as Exhibit B is a copy of patent No. 5,105,808 
for which an extension is being sought. 

(8) Patent No. 5,105,808 is the subject of the following 
two pending Reexaminations but no Reexamination Certificates have 
been issued: 



Patent No. 5,105,808 



a. Reexamination No. 90/004/458 filed November 12, 
1996; and 

b. Reexamination No. 90/004,718, filed September 30, 
1997. 

(9) Patent No. 5,105,808 claims the method of using the 
approved ThermaChoice™ Uterine Balloon Therapy (UBT) System. 
Claims 1-3 of Patent No. 5,105,808 and claims 1-3 as amended in 
Reexamination No. 90/004/458 are applicable to and read on the 
method of using the approved ThermaChoice™ Uterine Balloon (UBT) 
Therapy System as indicated below. 

A. U.S. Patent No, 5,105,808 



1. A method for effecting 
cauterization necrosis of the 
tissue lining of a mammalian 
body cavity comprising the 
steps of: 



(a) inserting a distendable 
bladder into the body cavity; 



The method practiced with the 
UBT System ablates uterine 
tissue by thermal energy for 
effecting cauterization 
necrosis of the uterine 
endometrium, which is the 
tissue lining of a human 
female uterus. See Exhibit 
A ( 1 ) section "What is 
ThermaChoice™ Uterine Balloon 
Therapy?" describing how the 
method destroys the lining of 
the uterus with the use of 
heat; and pages 1 of both 
Exhibits A(2) and A(3), 
"Device Description" section. 

A distendable balloon bladder 
is inserted into the uterine 
body cavity. See the 
pictorial depiction of its 
insertion in the uterus in 
Exhibit A(l) , section "How 
does ThermaChoice work?"; and 
the instructions in section* 3 
of Exhibit A (2) , pages 9-10 
and of Exhibit A (3) , pages 10- 
11. 



(b) inflating said distendable 
bladder to a predetermined 
pressure with a fluid so that 
said distendable bladder is in 
contact with substantially all 



The balloon bladder is 
inflated under pressure to 
contact the uterine lining. 
See the pictorial depiction of 
the inflated balloon in 
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of the tissue lining for which 
necrosis is desired; 



(c) heating said fluid by 
means of a heating element 
positioned internal to said 
distendable bladder; 



(d) controlling the 
temperature and pressure of 
said fluid by control means 
connected to said distendable 
bladder; and 



contact with the endometrium 
of the uterus in Exhibit A(l) 
section "How does ThermaChoice 
work?"; and section 3 of the 
instructions in Exhibit A (2) , 
pages 9-10 and in Exhibit 
A(3) , pages 10-11 . 

The fluid in the balloon 
bladder is heated by a heater 
positioned within the balloon. 
See the description of the 
heated fluid in Exhibit A(l) 
section "How does ThermaChoice 
work?"; and the discussion of 
the heater's function in the 
diagrams on pages 2 and 8 of 
Exhibit A (2) and pages 2 and 9 
of Exhibit A (3) and the method 
of activating the heater in 
the instructions on pages 10- 
11 of Exhibit A (2) and on 
pages 11-12 of Exhibit A (3) . 

The temperature and pressure 
of the fluid is controlled by 
a controller (GC-EAS) 
connected to the balloon 
bladder unit (GC-EAC) and 
umbilical cable (GC-EAU) . See 
the diagrams on pages 2 and 8 
of Exhibit A (2) and pages 2 
and 9 of Exhibit A (3) and the 
directions for use on pages 7- 
11 of Exhibit A (2) and on 
pages 8-12 of Exhibit A(3) ■ 
describing the control, its 
connection and its function. 



(e) maintaining the exterior 
of said bladder so inflated 
with said fluid at a 
temperature of about 190 °P. to 
about 215°F. and preferably 
about 210°F. for a period of 
time of from about 4 to about 
12 minutes, and preferably 
about 6 minutes to effect 
cauterization necrosis of 
substantially all of the 
tissue lining of the body 



The exterior of the balloon 
bladder of the UBT System is 
maintained inflated and the 
temperature of the heated 
fluid in the balloon is 
maintained in the range of 
87°C (188°F) to 90°C (194°F) 
for an 8 minute therapy 
treatment cycle time which is 
within the claimed period. 
See Exhibit A(l) section "How 
does ThermaChoice work?"; and 
section 4 of the instructions 
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cavity for which necrosis is 
desired. 



for use in Exhibit A (2) , pages 
10-11 and in Exhibit A(3) , 
pages 10-13 where the method 
of inflating the balloon and 
the operating parameters for 
maintaining the fluid in the 
inflated balloon heated during 
the therapy cycles are 
described. 



2. A method for effecting 
cauterization necrosis of an 
uterine endometrium comprising 
the steps of : 



(a) inserting a distendable 
bladder into the uterus; 



(b) inflating said distendable 
bladder to a predetermined 
pressure with a fluid so that 
said distendable bladder is in 
contact with substantially all 
of the endometrium; 



The method practiced with the 
UBT System ablates uterine ■ 
tissue by thermal energy for 
effecting cauterization 
necrosis of the uterine 
endometrium. See Exhibit A(l) 
section "What is 
ThermaChoice™ Uterine Balloon 
Therapy?" describing how the 
method destroys the lining of 
the uterus with the use of 
heat; and pages 1 of both 
Exhibits A (2) and A (3) , 
"Device Description" section. 

A distendable balloon bladder 
is inserted into the uterine 
body cavity. See the 
pictorial depiction of its 
insertion in the uterus in 
Exhibit A(l) , section "How 
does ThermaChoice work?"; and 
the instructions in section 3 
of Exhibit A(2) , pages 9-10 
and of Exhibit A (3) , pages 10- 
11. 

The balloon bladder is 
inflated under pressure to 
contact the uterine 
endometrium. See the 
pictorial depiction of the 
inflated balloon in contact 
with the lining of the uterus 
in Exhibit A(l) section "How 
does ThermaChoice work?"; and 
section 3 of the instructions 
in Exhibit A(2) , pages 9-10' 
and in Exhibit A(3), pages 10- 
11. 
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(c) heating said fluid by 
means of a heating element 
positioned internal to said 
distendable bladder; 



(d) regulating the temperature 
and pressure of said fluid by 
control means connected to 
said distendable bladder; and 



The fluid in the balloon 
bladder is heated by a heater 
positioned within the balloon. 
See the description of the 
heated fluid in Exhibit A(l) 
section "How does ThermaChoice 
work?"; and the discussion of 
the heater's function in the 
diagrams on pages 2 and 8 of 
Exhibit A (2) and pages 2 and 9 
of Exhibit A (3) and the method 
of activating the heater in 
the instructions on pages 10- 
11 of Exhibit A (2) and on 
pages 11-12 of Exhibit A (3) ! 

The temperature and pressure 
of the fluid is controlled by 
the controller (GC-EAS) 
connected to the balloon 
bladder. See the diagrams on 
pages 2 and 8 of Exhibit A (2) 
and pages 2 and 9 of Exhibit 
A (3) and the directions for' 
use on pages 7-11 of Exhibit 
A (2) and on pages 8-12 of 
Exhibit A (3) describing the 
controller, its connection and 
its function. 



(e) maintaining said bladder 
so inflated with said fluid at 
a temperature for a period of 
time sufficient to effect 
cauterization necrosis to 
substantially all of the 
uterine endometrium. 



The balloon bladder of the UBT 
System is maintained inflated 
and the fluid within the 
balloon is maintained at a 
heated temperature during a 
therapy treatment cycle time 
for cauterizing necrosis of 
the uterine endometrium. See 
Exhibit A(l) section "How does 
ThermaChoice work?"; and 
section 4 of the instructions 
for use in Exhibit A (2) , pages 
10-11 and in Exhibit A(3) , 
pages 10-13 where the method 
of inflating the balloon and 
the operating parameters for 
maintaining the fluid in the 
inflated balloon heated during 
the therapy cycle are 
described. 
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3 . A method as described in 
claim 2, wherein the exterior 
of said distendable bladder in 
contact with the endometrium 
is maintained at a temperature 
of 190- [sic] to 215- [sic] F. 
and preferably about 210- 
[sic] F. for a period of time 
of from 4 to 12 minutes, and 
preferably about 6 minutes. 



See discussion of claim 2 
above and the description of 
how the exterior of the 
inflated balloon bladder 
contacts the uterine lining in 
the pictorial depiction of the 
inflated balloon in contact 
with the endometrium (lining) 
of the uterus in Exhibit A(i) 
section "How does ThermaChoice 
work?"; section 3 of the 
instructions in Exhibit A (2) , 
pages 9-10 and in Exhibit 
A (3) , pages 10-11; and the 
operating parameters for 
maintaining the temperature of 
the heated fluid in the range 
of 87°C (188°F) to 90°C 
(194°F) for an 8 minute 
therapy treatment cycle time 
which is within the claimed 
period. 

B. The pending amended claims in Re exam No. 90/004/458 



1. A method for effecting 
cauterization necrosis of 
uterine endometrium comprising 
the steps of : 



The method practiced with the 
UBT System ablates uterine 
tissue by thermal energy for 
effecting cauterization 
necrosis of the uterine 
endometrium. See Exhibit A(l) 
section "What is 
ThermaChoice™ Uterine Balloon 
Therapy?" describing how the 
method destroys the lining of 
the uterus with the use of ■ 
heat; and Exhibits A (2) and 
A (3) , page l, "Device 
Description" section . 



(a) inserting a distendable 
bladder into the uterine 
cavity; 



A distendable balloon bladder 
is inserted into the uterine 
body cavity. See the 
pictorial depiction of its 
insertion in the uterus in ' 
Exhibit A(l) , section "How 
does ThermaChoice work?"; and 
the instructions in section 3 
of Exhibit A (2) , pages 9-10 
and of Exhibit A (3) , pages 10- 
11. 
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(b) inflating said distendable 
bladder to a predetermined 
pressure with a fluid so that 
said distendable bladder 
distends the uterus and is in 
contact with substantially all 
of the endometrium ; 



The balloon bladder is 
inflated to a predetermined ( 
pressure to contact the 
endometrium and thereby 
applies pressure against the 
uterine wall. See the 
pictorial depiction of the 
inflated balloon in contact 
with the lining of the uterus 
in Exhibit A(l) section "How 
does ThermaChoice work?"; and 
section 3 of the instructions 
in Exhibit A(2), pages 9-10 
and in Exhibit A (3) , pages 10- 
11. 



(c) heating said fluid within 
the inserted and inflated 
bladder by means of a heating 
element positioned internal to 
said distendable bladder; 



(d) controlling the 
temperature and pressure of 
said fluid by control means 
connected to said distendable 
bladder; and 



(e) maintaining the exterior 
of said bladder so inflated 
with said fluid at a 
temperature of about 190 °F. to 
about 215°F. and preferably 



The fluid in the balloon 
bladder is heated by a heater 
positioned within the balloon. 
See the description of the 
heated fluid in Exhibit A(l) 
section "How does ThermaChoice 
work?"; the discussion of the 
heater's function in the 
diagrams on pages 2 and 8 of 
Exhibit A (2) and pages 2 and 9 
of Exhibit A (3) and the method 
of activating the heater in 
the instructions on pages 10- 
11 of Exhibit A (2) and on 
pages 11-12 of Exhibit A(3) . 

The temperature and pressure 
of the fluid is controlled by 
a controller (GC-EAS) 
connected to the balloon 
bladder unit (GC-EAC) and 
umbilical cable (GC-EAU) . See 
the diagrams on pages 2 and 8 
of Exhibit A (2) and pages 2 
and 9 of Exhibit A (3) and the 
directions for use on pages 7- 
11 of Exhibit A (2) and on 
pages 8-12 of Exhibit A(3) 
describing the controller, its 
connection and its function. 

The exterior of the balloon 
bladder of the UBT System is 
maintained inflated and the 
temperature of the heated 
fluid in the balloon is 
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about 210 °F. for a period of 
time of from about 4 to about 
12 minutes, and preferably 
about 6 minutes to effect 
cauterization necrosis of 
substantially all of the 
endometrium. 



maintained in the range of 
87°C (188°F) to 90°C (194°F) 
for an 8 minute therapy 
treatment cycle time which is 
within the period claimed. 
See Exhibit A(l) section "How 
does ThermaChoice work?"; and 
section 4 of the instructions 
for use in Exhibit A (2) , pages 
10-11 and in Exhibit A(3), 
pages 10-13 where the method 
of inflating the balloon and 
the operating parameters for 
maintaining the fluid in the 
inflated balloon heated during 
the therapy cycles are 
described. 



2. A method for effecting 
cauterization necrosis of an 
uterine endometrium comprising 
the steps of : 



The method practiced with the 
UBT System ablates uterine 
tissue by thermal energy for 
effecting cauterization 
necrosis of the uterine 
endometrium, which is a tissue 
lining in a human female body 
cavity. See Exhibit A(l) 
section "What is 
ThermaChoice™ Uterine Balloon 
Therapy describing how the 
method destroys the lining of 
the uterus with the use of ■ 
heat; and Exhibits A (2) and 
A (3) , page 1, "Device 
Description" section . 



(a) inserting a distendable 
bladder into the uterus; 



A distendable balloon 
(bladder) is inserted into the 
uterine body cavity. See the 
pictorial depiction of its 
insertion in the uterus in • 
Exhibit A(l) , section "How 
does ThermaChoice work?"; and 
the instructions in section 3 
of Exhibit A(2) , pages 9-10 
and of Exhibit A (3) , pages 10- 
11. 



(b) inflating said distendable 
bladder to a predetermined 
pressure with a fluid so that 
said distendable bladder 



The balloon bladder is 
inflated to a predetermined* 
pressure to contact the 
uterine lining which applies 
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distends the uterus and is in 
contact with substantially all 
of the endometrium; 



pressure against the uterine 
wall. See the pictorial 
depiction of the inflated 
balloon in contact with the 
endometrium of the uterus in 
Exhibit A(l) section "How does 
ThermaChoice work?' 1 ; and 
section 3 of the instructions 
in Exhibit A (2) , pages 9-10 
and in Exhibit A(3), pages 10- 
11. 



(c) heating said fluid within 
the inserted and inflated 
bladder by means of a heating 
element positioned internal to 
said distendable bladder; 



(d) regulating the temperature 
and pressure of said fluid by 
control means connected to 
said distendable bladder; and 



The fluid in the balloon 
bladder is heated by a heater 
positioned within the balloon. 
See the description of the 
heated fluid in Exhibit A(l) 
section "How does ThermaChoice 
work?"; and the discussion of 
the heater's function in the 
diagrams on pages 2 and 8 of 
Exhibit A (2) and pages 2 and 9 
of Exhibit A (3) and the method 
of activating the heater in 
the instructions on pages 10- 
11 of Exhibit A (2) and on 
pages 11-12 of Exhibit A(3) . 

The temperature and pressure 
of the fluid is controlled by 
the controller (GC-EAS) 
connected to the balloon 
bladder. See the diagrams on 
pages 2 and 8 of Exhibit A (2) 
and pages 2 and 9 of Exhibit 
A (3) and the directions for 
use on pages 7-11 of Exhibit 
A (2) and on pages 8-12 of 
Exhibit A (3) describing the 
controller, its connection and 
its function. 



(e) maintaining said bladder 
so inflated with said fluid at 
a temperature for a period of 
time sufficient to effect 
cauterization necrosis to 
substantially all of the 
uterine endometrium . 



The balloon bladder of the UBT 
System is maintained inflated 
and the fluid within the 
balloon is maintained at a 
heated temperature during a 
therapy treatment cycle time 
for cauterizing necrosis of 
the uterine endometrium. See 
Exhibit A(l) section "How does 
ThermaChoice work?"; and 
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3 . A method as described in 
claim 2, wherein the exterior 
of said distendable bladder in 
contact with the endometrium 
is maintained at a temperature 
of 190° F. to 215° F. and 
preferably about 210° F. for a 
period of time of from 4 to 12 
minutes, and preferably about 
6 minutes. 



section 4 of the instructions 
for use in Exhibit A (2), pages 
10-11 and in Exhibit A(3) , 
pages 10-13 where the method 
of inflating the balloon and 
the operating parameters for 
maintaining the fluid in the 
inflated balloon heated during 
the therapy cycle are 
described. 

See discussion of claim 2 
above and the description of 
how the exterior of the 
inflated balloon bladder 
contacts the uterine lining in 
the pictorial depiction of the 
inflated balloon in contact 
with the endometrium (lining) 
of the uterus in Exhibit A(l) 
section "How does ThermaChoice 
work?"; section 3 of the 
instructions in Exhibit A (2), 
pages 9-10 and in Exhibit 
A(3) , pages 10-11; and the 
operating parameters for 
maintaining the temperature of 
the heated fluid in the range 
of 87°C <188°F) to 90°C 
(194°F) for an 8 minute 
therapy treatment cycle time 
which is within the claimed 
period. 
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(10) The relevant dates and information necessary in order 
to enable the Secretary of Health and Human Services to determine 
the applicable regulatory review period pursuant to 35 U.S.C. 
§156 (g) are set forth as follows, references being made to 35 
U.S.C. §156 (g) (3) (B) : 

i. Effective date of IDE No. G940155: November 30, 
1994 . 

ii. Clinical investigation on humans first begun: 
January 2 , 1996 . 

iii. Premarket approval application initially 
submitted: June 16, 1997. 

iii. PMA No. P970021 granted: December 12, 1997. 
All additional relevant dates are set forth in attached 
Exhibit C. 
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(11) A brief description of the activities undertaken by the 
exclusive licensee of applicant during the applicable regulatory- 
review period with respect to the approved product and the 
significant dates applicable to such activities is set forth in 
attached Exhibit C. 

A description of the clinical use of the ThermaChoice™ 
Uterine Balloon Therapy System is set forth in Exhibit A (2) , 
pages 4-7 and Exhibit A (3), pages 6-8. 
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(12) In the opinion of the applicant, the patent is eligible 
for the extension until July 11, 2010. 

The 446 day term of extension is computed in accordance with 
37 CFR §1.777 (d) (2). This date is earlier than the term 
extension computed by adding 14 years to the date of approval of 
the premarketing application (i.e., calculated from December 12, 
1997) under 37 CFR §1.777 (d) (3) or the five year maximum period 
added to the original expiration date of the patent, i.e., 
(calculated as 17 years from issuance date of April 21, 1992) 
under 37 CFR §1.777 (d) (5) (i) . 

(13) Applicant acknowledges a duty to disclose to the 
Commissioner of Patents and Trademarks and the Secretary of 
Health and Human Services any information which is material to 
the determination of entitlement to the extension sought. 

(14) The prescribed fee under 37 CFR 1.20 (j) (1) for 
receiving and acting upon the application for extension in the 
amount of $1,120.00 is concurrently enclosed. 

(15) All inquiries and correspondence relating to the 
application for patent term extension are to be directed to the 
undersigned pursuant to: 

a. Power of Attorney from Gynelab Products, Inc., the 
Owner Applicant, to Talivaldis Cepuritis et al, to 
prosecute this application and Assignee 
Certification under 37 CFR §3.73 attached as 
Exhibit D; and 

b. Authorization of the Pre-Marketing Approval 
Holder, Gynecare, Inc . /Ethicon, Inc., the 
exclusive licensee of Gynelab Products, Inc. 
attached as Exhibit E. Gynecare, Inc. was 
acquired by Ethicon, Inc. in November, 1997 and is 
a wholly owned subsidiary of Ethicon, Inc. 

(16) A duplicate of the application papers (including 
Exhibits) , certified as such, is submitted herewith in 
quadruplicate. 
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The undersigned declares that he: 

1. is a patent attorney authorized to practice before the 
Patent and Trademark Office and has a power of attorney, 
submitted herewith as Exhibit D, authorizing him to act on behalf 
of the Owner Applicant in patent matters; 

2. has reviewed and understands the contents of this 
application being submitted pursuant to 37 CFR §1.740; 

3. believes Patent No. 5,105,808 is subject to extension 
pursuant to 37 CFR §1.710, because it claims a method of using* a 
medical device subject to regulation under the Federal Food, Drug 
and Cosmetic Act; 

4. believes an extension of the length claimed is fully 
justified under 35 U.S.C. §156 and the applicable regulations; 
and 

5. believes the patent for which the extension is being* 
sought meets the conditions for extension of the term of a patent 
as set forth in 37 CFR §1.720 because: 

a. the patent claims a method of using an 
Intrauterine Cauterizing Apparatus which is a 
medical device subject to regulation under the 
Federal Food, Drug, and Cosmetic Act; 

b. the term of the patent has never been previously 
extended; 

c. this application for extension is being 
appropriately submitted pursuant to the Rules; 

d. the approved product used for practicing the 
claimed method has been subjected to a regulatory 
review period as defined in 35 U.S.C. §156 (g) and 
by the Secretary of Health and Human Services 
before its commercial marketing or use; 

e. the approved product used for practicing the 
claimed method has received permission for 
commercial marketing or use and the application ' is 
being submitted within the sixty day period 
beginning on the date the product first received 
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permission for commercial marketing under the 
provision of law under which the applicable 
regulatory review period occurred; 

f . the term of the patent has not expired before the 
submission of this application; and 

g. no other patent has been extended for the same 
regulatory review period for the product . 

The undersigned hereby declares further that all statements 
made herein of his own knowledge are true and that all statements 
made upon information and belief are believed to be true; and 
further that these statements were made with the knowledge that 
willful false statements and the like so made are punishable by 
fine or imprisonment, or both, under Section 1001 of Title 18 of 
the United States Code, and that such willful false statements 
may jeopardize the validity of the application or any extension 
of patent term issuing thereon. 



OLSON & HIERL, LTD. 
2 0 North Wacker Drive 
36th Floor 

Chicago, Illinois 60606 
(312) 580-1180 
Attorneys for Applicant 



Respectfully submitted, 



Date : February 6, 1998 
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[57] ABSTRACT 

A method and apparatus for effecting necrosis of a 
tissue lining of a mammalian body cavity, particularly a 
uterine endometrium, by introducing an applicator 
comprising a distendable bladder connected to a cathe- 
ter into the uterus, distending the bladder by introduc- 
ing a non-toxic fluid under pressure, heating the fluid by 
means located internal to the bladder to a temperature 
of 190- to 215-F. and preferably 210-F. for a period 
of 4 to 12 minutes and preferably 6 minutes and regulat- 
ing said apparatus by means located external to the 
uterus, thereby cauterizing substantially the entirety of 
the tissue lining, particularly the endometrium. 

3 Claims, 5 Drawing Sheets 
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fluids which could prove toxic to a patient in the event 

INTRAUTERINE CAUTERIZING METHOD of bladder rupture. Moreover, Droegemueller et al/s 

apparatus does not allow regulating the pressure used to 

This is a division of application Ser. No. 07/242,730 inflate the bladder. Another disadvantage of Droegem- 

filed Sept. 9, 1988, now U.S. Pat. No. 4,949,718. 5 ueler et al.'s technique is that cryogenic necrosis of the 

« . ^„ ^n/MTv^ Tur ivt\/c\tti^v endometrium occurs at extremely low temperatures 

BACKGROUND OF THE INVENTION ^ pose a ^ ^ ^ ]aym J.^ w 

1. Field of the Invention endometrium. Droegemueller et al. and similar cryo- 
This invention relates to an apparatus and a method genie techniques also require the use of expensive 

for cauterizing the tissue lining of a human body cavity, 10 equipment such as compressors and insulated vessels 

particularly the endometrium of the uterus. More spe- associated with the storage and transmission of refriger- 

cifically, the apparatus and method of the present inven- ants> Moreover, Droegemueller et al.'s technique may 

tion ensures effective cauterization of the endometrium require wanning of the bladder in order to remove it 

of a mammalian uterus without many of the disadvan- f rom t j, e body anc j minimize tearing of the surrounding 

tages and dangerous features of known intrauterine 15 t i ssue w hich has adhered to the bladder during the 

cauterization techniques. freezing process. 

2. The Prior Art In U.S. Pat. No. 2,734,508, Kozinski discloses a thera- 
The following terms as used herein have the meaning pemic apparatus f or applying dry heat to body cavities 

given below: comprising an applicator that is introduced in the body 

"Necrosis" means the death of cells m tissue. 20 cavity while deflated and which is subsequently inflated 

"Endometrium" is that portion of the inner lining of and heated by means of circulating hol air . Kozinski 

the uterus to which an embryo normally attaches and doe$ nQt discIose an app ii cator which conforms to the 

excludes the portions of the uterine inner lining forming sh Qf & b( . cavi Furtherf given the ] ower heat 

the cervix, to which the embryo usually does not attach. lransfer coefficients of as compared wit h liquid, 

Apparatus and methods for cauterization of the endo- 25 treatment wkh Ko2inskrs apparatus should involve a 

metnum of a mammalian uterus, useful in sterilization , riod Qf time - n Qrder lQ achjeve necrosiS( thereby 

procedures and cancer treatments, are well known. £ additional discomfort and risk. 

Thermal and cryogenic treatments haye been utilized in M J reov 8 K ^ 2inskrs apparatus does not provide for 

such cauterization techniques and typical! X »volve measurement and regula P ? on c f internal pressures and 

either the direct or indirect application of heat or cold 30 atures of the * licalor introduce d 

to the tissue to be treated. t/ S ; Pat. No. 2,077.453, issued to Albright, discloses 

For example, a laser hysteroscope has been used to V • • i„*-.,vu. 

cauterize ^endometrial layer of the uterus. This laser f therapeutic appliance ^comprising a h relatively Jong 
treatment suffers from several disadvantages. It requires tubular applicator which is shaped and formed gener- 
the application of an intense amount of thermal energy 35 to the passage into which it is to * 
to a relatively small area of tissue even though such a has relatively thin elastic rubber walls that trans, 

large amount of heat may not be necessary to effec- *' heat and which distend to fit irregularities of the 
tively cauterize the tissue. Further, this laser treatment treated areas upon application of internal pressure. Al- 
requires the physician to continually re-position the bnght also discloses that fluids such as heated water 
laser used in the treatment within the uterus in order to 40 couW be utilized as a heating means in his applicator, 
treat the entire endometrium. Such internal manipula- The applicator of Albright like that of Kozinski, how- 
tion of a laser hysteroscope within the uterus of a pa- ever, suffers from the disadvantage that the distension 
tient is both difficult, requiring a significant level of skill of its walls to conform to the irregularities of the endo- 
to perform, and potentially dangerous. Accidental metnum is limited as Albnght provides an integral rub- 
puncture of the uterine or tissue wall may result from 45 ber web which serves to prevent undue distension of the 
manipulation of the laser scope within the uterus or applicator. Moreover, Albright requires that the fluid 
body cavity, and tissue layers beneath the endometrium be circulated throughout the apparatus. Albnght also 
may be burned if a laser's beam is left focused on one does not provide an apparatus that allows regulation of 
area of tissue for too long a period of time. temperature and pressure of the fluid or other bladder 

A variety of alternatives to laser treatment in cauter- 50 inflation means, 
izing the uterine endometrium are known. In U.S. Pat. U.S. Pat. No. 3,369,549, issued to Annao, discloses a 
No. 3,924,628, Droegemueller et al. disclose a method therapeutic device for applying heat or cold to body 
and apparatus for necrosing tissue cells that utilizes an cavities comprising a capsule probe containing a heat 
extendable bladder which is inserted in the uterus and exchanger and a flexible bladder that can be inflated to 
filled with a circulating fluid or gas at cryogenic tem- 55 conform to a body cavity. Annao does not, however, 
peratures (referring to temperatures sufficiently low to disclose a control means for regulating the temperature 
cause cell necrosis). The bladder disclosed by Dro- and pressure of the flexible applicator, nor does he dis- 
egemueller et al. is maintained in substantially continu- close cauterizing tissue in the cavity being treated. w 
ous contact with the inner surface of the uterine lining Other patents that disclose the use of thermal treat- 
and achieves necrosis of substantially all of the uterine 60 ment of the interior lining of a body cavity include U.S. 
endometrium in a single treatment. Droegemueller et al. Pat. Nos. 2,192,768; 2,466,042; 2,777,445; and 3,369,549. 
disclose the use of liquid nitrogen that vaporizes prior to SUMMARY AND OBJECTS OF THE 

introduction into the bladder, thereby pressunzing the INVENTION 
bladder to a level which ensures adequate contact with 

the uterus. Other fluids disclosed by Droegemueller et 65 It is an object of the present invention to provide a 
al. as useful in their method include refrigerants such as safe and .efficacious method for cauterizing the tissue 
freon. Droegemueller et al.'s method and apparatus lining of a body cavity, particularly the endometrium of 
suffers from the disadvantage of employing cryogenic a uterus. 
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It is another object of the present invention to pro- 
vide a relatively inexpensive and easy to replace appli- 
cator heated by a nontoxic fluid that can be used to 
effect cauterization of the uterine endometrium and 
which is controlled by means external to the applicator. 5 

It is another object of the present invention to pro- 
vide a non-fluid circulating apparatus for heating a fluid 
while it is in a bladder within the uterus and for intro- 
ducing the fluid under pressure into the bladder so as to 
assure substantially uniform contact of the bladder with 10 
the endometrium. 

It is still another object of the present invention to 
provide an apparatus for regulating the temperature and 
pressure of the fluid in the bladder while the bladder is 
within the uterus. 15 

The present invention provides a method for effect- 
ing cauterization necrosis of the tissue lining of a mam- 
malian body cavity comprising the steps of inserting a 
distendable bladder into the body cavity; inflating said 
distendable bladder to a predetermined pressure with a 
fluid so that said distendable bladder is in contact with 
substantially all of the tissue lining for which necrosis is 
desired; heating said fluid by means of a heating element 
positioned internal to said distendable bladder; control- 2J 
ling the temperature and pressure of said fluid by con- 
trol means connected to said distendable bladder; and 
maintaining said bladder so inflated with said fluid at a 
temperature for a period of time sufficient to effect 
cauterization necrosis of substantially all of the tissue 3Q 
lining of the body cavity for which necrosis is desired. 

The present invention also provides a method for 
effecting cauterization necrosis of an uterine endome- 
trium comprising the steps of inserting a distendable 
bladder into the uterus; inflating said distendable blad- 35 
der to a predetermined pressure with a fluid so that said 
distendable bladder is in contact with substantially all of 
the endometrium; heating said fluid by means of a heat- 
ing element positioned internal to said distendable blad- 
der; regulating the temperature and pressure of said 40 
fluid by control means connected to said distendable 
bladder; and maintaining said bladder so inflated with 
said fluid at a temperature for a period of time sufficient 
to effect cauterization necrosis of substantially all of the 
uterine endometrium. 45 

The present invention further provides a method for 
cauterizing substantially the entirety of the endome- 
trium of a mammalian uterus by application within an 
inflatable bladder of a fluid at a pressure of 40 to 140 
mmHg and preferably about 75 mmHg, heated to a 50 
temperature of 140- to 215-F. and preferably about 
210— F. for a period of 4 to 12 minutes, with a prefer- 
ence of around 6 minutes, thereby realizing substantial 
necrosis of substantially all of the uterine endometrium 
without significant damage to surrounding tissue. 55 

The present invention also provides an apparatus for 
effecting necrosis of the tissue lining of a body cavity, 
and, in particular, substantially the entirety of the endo- 
metrium of a mammalian uterus comprising an applica- 
tor which comprises a catheter for insertion into the 60 
uterus, said catheter having a proximal end and a distal 
end, and a distendable bladder attached to said proximal 
end; inflating means connected to said distal end for 
distending said distendable bladder; heating means posi- 
tioned internal to said distendable bladder for heating 65 
6aid distendable bladder; and control means for regulat- 
ing the distending and heating of said distendable blad- 
der. 
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The present invention provides an apparatus for ef- 
fecting cauterization necrosis of the tissue lining of a 
body cavity, and in particular, substantially the entirety 
of the endometrium of a mammalian uterine comprising 
means for contacting the endometrium with an applica- 
tor comprising an inflatable bladder mounted on a 
length of rigid tubing attached to a length of flexible 
tubing; means for positioning the bladder in the uterus; 
means for distending the inflatable bladder, so as to 
assure substantially uniform contact with the endome- 
trium, by introduction of a fluid under pressure into the 
applicator from a fluid source positioned external to the 
uterus; means for heating the bladder, comprising heat- 
ing the fluid by a heating element positioned internal to 
the bladder; control means positioned external to the 
uterus and connected to the applicator by the flexible 
tubing and at least one wire connected to the heating 
element for regulating the distending and heating of the 
bladder; and means for disengaging the applicator from 
the control means so as to separate the applicator from 
the control means. 

These and other objects of the present invention are 
achieved by a method in which necrosis of the endome- 
trium of a mammalian uterus may be achieved by inser- 
tion of an applicator comprising rigid and flexible tub- 
ing and a readily distendable high strength bladder 
material into the uterus; introduction of a fluid through 
the tubing into the distendable bladder at a pressure of 
40 to 140 mmHg and preferably about 75 mmHg, 
thereby inflating the bladder so that it substantially 
conforms to the irregularities in the shape of the endo- 
metrium; the pressure of the fluid measured and regu- 
lated by means external to the uterus; heating the fluid 
to a temperature of 140- to 215-F. and preferably 
about 210-F, for a period of 4 to 12 minutes, with a 
preference of around 6 minutes, by heating means posi- 
tioned within the distendable bladder and regulated by 
control means external to the applicator, thereby cau- 
terizing substantially the entirety of the uterine endome- 
trium. 

BRIEF DESCRIPTION OF THE DRAWINGS 

FIG. 1 depicts a distendable bladder utilized in the 
method of the present invention which has been in- 
serted into and inflated within a mammalian uterus. 

FIG. 2 depicts placement of the distendable bladder 
within a mammalian uterus. 

FIG. 3 is a view of an apparatus constructed in accor- 
dance with the invention that illustrates the applicator 
connections 

FIG. 4 depicts a system control unit. 

FIG. 5 is a detail view of a pressure limiting and 
safely monitor. 

FIG. 6A is the vented heating element shield utilized 
in the method of the present invention. 

FIG. 6B is a cutaway view of the vented heating 
element shield showing the heating element and ther- 
mocouple. 

FIG. 7 depicts a means for connecting and discon- 
necting the applicator. 

DESCRIPTION OF A PREFERRED 
EMBODIMENT 

FIG. 1 shows an inflated distendable bladder 5 at- 
tached to rigid tubing 3 located within a human uterus 
6. Inflation of the. distendable-bladder 5 with a fluid 25 
assures uniform contact of the bladder with the endo- 
metrial tissue layer 27 of mammalian uterus 6. 
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The rigid tubing 3 and the attached distendable blad- 
der 5 must be sufficiently small, when the distendable 
bladder is deflated, so that it can be conveniently and 
safely inserted into the uterus 6 through a partially 
dilated cervix 22. The rigid tubing with the deflated 5 
bladder is aligned with the cervical canal after the cer- 
vix is exposed with a speculum and grasped with a 
tenaculum. After the distendable bladder 5 has been 
inserted, the distendable bladder 5 should be inflated to 
a pressure sufficient to ensure firm contact with the 10 
tissue to be necrosed, in this case the endometrial tissue 
layer on the interior uterine surface, but should prefera- 
bly be maintained at or about 40 to 140 mmHg, and 
preferably about 75 mmHg, to minimize risk of rupture 
of the distendable bladder 5 and possible internal injury 15 
to the patient. 

Distendable bladder 5 must be capable of withstand- 
ing high temperatures without rupturing, and prefera- 
bly have as good a heat transfer characteristic as is 
obtainable in such materials to provide efficient heating 20 
action. A distendable bladder of a heat curing rubber 
such as latex has been found satisfactory. 

Fluid 25 preferably should be a sterile non-toxic fluid 
with a boiling point of at least 212 — F. A five percent 
dextrose in water solution has been found satisfactory. 25 

As illustrated in FIG. 2, the uninfiated distendable 
bladder 5 attached to rigid tubing 3 is inserted into the 
vagina 21, past the cervical os 22, through the cervical 
canal 23, for placement in the uterine cavity 20. Place- 
ment may be aided by virtue of scale gradations 4 lo- 30 
cated on the rigid tubing 3 to indicate the depth of 
insertion of the bladder 5. Rigid tubing 3 is attached to 
a control unit 30 (shown in FIG. 3) via flexible tubing 
10. 

FIG. 3 depicts the arrangement of control unit 30 and 35 
applicator end 1, comprising the distendable bladder 5, 
rigid tubing 3 and flexible tubing 10, and the intercon- 
nection of those elements. A fluid system 55 comprises 
that portion of the invention through which the fluid 25 
travels, including a hypodermic barrel 14 or other fluid 40 
source (not shown), flexible tubing 10, rigid tubing 3, 
distendable bladder 5 and control unit 30. Manipulation 
of the hypodermic barrel 14 enables the operator of the 
system to control the amount of fluid 25 in the fluid 
system 55, inflation and deflation of the distendable 45 
bladder by adding or removing fluid, respectively, and 
pressure of the fluid 25 in the system. Hypodermic bar- 
rel 14 also provides protection for the patient by allow- 
ing fast and safe reduction of excessive pressures in the 
system that might build up through some malfunction. 50 

Manipulation of the hypodermic barrel 14 by depress- 
ing a plunger 60 causes fluid 25 to be introduced 
through 3-way stopcock 12 into the flexible tubing 10, 
and to the rigid tubing 3. The fluid 25 emerges from 
rigid tubing 3 and into distendable bladder 5, forcing 55 
distendable bladder 5 to expand into contact with the 
endometrial tissue layer 27 of the uterus 6. The fluid 25 
is also directed along the flexible tubing to the control 
unit 30 allowing measurement of the fluid pressure 
within the bladder by well known means. 60 

Each of the parts of the fluid system 55 is in fluid 
• communication providing constant fluid pressure 
within the entire fluid system 55 and allowing measure- 
ment of the pressure at the applicator end 1 via measure- 
ment of pressure of the end attached to the control unit 65 
30. 

Control unit 30 is connected to applicator end 1 via 
plastic sheath 15 which contains flexible tubing 10 and 
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electrical sheath 16. Flexible tubing 10 is connected to a 
fluid joint 56 via pressure transducer 54, by well known 
means. Using a standard luer lock connector 19, pres- 
sure transducer 54 and hypodermic barrel 14 are con- 
nected to flexible tubing 10 via a readily .available 3-way 
stopcock 12. 3-way stopcock 12 may be used to isolate 
the hypodermic barrel 14 or other fluid source from the 
fluid system 55 once the desired fluid pressure is 
reached. 

FIG. 4 depicts control unit 30, consisting of fluid 
temperature control 31, fluid pressure control 34, time 
control 38' and a power source (not shown). The con- 
trol unit 30 includes a power switch 42 and fuse 41. 
Fluid temperature is regulated by fluid temperature 
control 31 and is set by temperature set/reset button 33. 
The temperature of fluid 25 in the distendable applica- 
tor 5 is shown at temperature display 32. 

Fluid pressure within the fluid system 55 is regulated 
by means of controls located on fluid pressure control 
panel 34. The upper limit for fluid pressure is controlled 
by high pressure set/reset button 35, with the lower 
limit controlled by low pressure set/reset button 36. 
Fluid pressure in mmHg is shown by LED pressure 
display 37. Control unit 30 also has pressure indicator 
display 43, which upon introduction of fluid 25 into the 
fluid system 55 provides an easy to see visual display of 
fluid pressure within the fluid system 55. 

Time for the procedure is shown at time display 38, 
which displays both lapsed time and time remaining for 
the procedure. Total time for the procedure may be 
easily set in minutes, seconds, and tenths of seconds 
using time set buttons 39 and may be cleared or reset 
using time clear/reset button 40. 

A simplified means for determining whether the fluid 
25 is within the preset pressure range is depicted in FIG. 
5, which illustrates the pressure indicator display 43. 
The pressure indicator display 43 is comprised of a low 
pressure indicator 51, a high pressure indicator 52 and 
an optimum pressure indicator 53. As fluid 25 is intro- 
duced into the fluid system 55 by manipulation of hypo- 
dermic barrel 13, the pressure indicator display 43 is 
successively illuminated as various fluid pressures are 
reached. Low pressure indicator 51 is illuminated when 
fluid pressure is below the preset range. High pressure 
indicator 52 is illuminated when fluid pressure is above 
the preset range. Optimum pressure indicator 53 is illu- 
minated when fluid pressure is within the preset range. 

These indicators allow the practitioner to readily 
reach the preset pressure range by varying the amount 
of fluid in the fluid system via manipulation of the hypo- 
dermic barrel 14. A separate heating element indicator 
55 is also provided to indicate when power is being 
provided to a heating element 44 located within the 
distendable applicator 5. 

Two views of heating element 44 are shown in FIGS. 
6A and 6B. FIG. 6A is an external view of heating 
element 44, which comprises heating element coil shield 
45 and ventilation holes 46. 

FIG. 6B is a cutaway view of heating element 44, 
wherein wire leads 49 provide power from system con- 
trol unit 30 to heating element coil 47 causing heating 
element coil 47 to heat the fluid 25 which comes into 
contact with the heating element coil 47 as the fluid 25 
flows through the ventilation holes 46. Temperature of 
the fluid 25 is measured by thermocouple 48 and is 
displayed at temperature display 32. Heat element coil 
shield 45 prevents distendable bladder 5 from contact- 
ing the heating element coil 47. 
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The applicator end 1 is designed to be easy to replace 
as shown in FIG. 7, which depicts control unit end 30' 
and applicator end 1 of the invention. Control unit end 
30' is composed of electrical sheath 16 which is attached 
on one end to control unit 30 and on the other end to 
male electrical connector 24, which allows transmittal 
of power to the heating element 44. Male electrical 
connector 24 is readily attached or disattached to fe- 
male electrical connector 17 on the applicator end 1. 

Control unit end 30' is also comprised of components 
from the fluid system 55, including flexible tubing 10 
attached to 3-way stopcock 12. 3-way stopcock 12 pro- 
vides control over the introduction and removal of fluid 
25 via hypodermic barrel 14. The applicator end 1 is 
easily connected or disconnected from the 3-way stop- 
cock via a luer lock connector 19 attached to pressure 
transducer 54. 

The invention will now be illustrated by the follow- 
ing example. 

Example 

The cauterization procedure is preceded by screening 
against cancer of the affected region and physical con- 
dition within established norms. A PAP smear and en- 
dometrial biopsy/curettage must exclude cancer or 
precancerous lesions of the uterus and cervix. If a fi- 
broid uterus is present, an ultrasound should exclude 
ovarian masses. The uterine cavity must be 10 cm or less 
in length to be suitable for the small distendable bladder 
size. 

The patient should be post menstrual or start on 
Danazol, or the equivalent which causes reduction in 30 
bleeding and a thin endometrium, at a rate of 800 ml 
daily, from the 5th day of the previous menstrual period 
until two weeks after the procedure. She will undergo 
the procedure in the ambulatory surgery unit or out- 
patient facility where Valium and/or Demerol can be 35 
given intravenously if there is pain during the heating 
phase of the procedure. 

The applicator will be inserted after a bimanual exam- 
ination and speculum of the cervix. Dilation to 6 mm. 
may be required which may necessitate a local \% 
lidocane block of the cervix. Once in place the applica- 
tor stem protrudes from the vagina and consists of an 
electrical connecting plug and rigid tubing. Placement 
of the applicator may be facilitated by distance mark- 
ings on the rigid tubing indicating depth of insertion. 

Upon placement of the applicator it will be connected 45 
to a control unit via attachment of the electrical connec- 
tor and flexible tubing attached to the rigid tubing to 
their counterparts extending from the control unit. 

Subsequent to insertion of the applicator, the control 
unit will be powered on in order to allow the practitio- 50 
ner to set the system constraints. The temperature of the 
fluid in the bladder will be set at the temperature con- 
trol panel and can be measured via the thermocouple 
located within the bladder. Fluid pressure constraints 
are set at the pressure control panel, and upon inflation 55 
of the distendable bladder by introduction of fluid to the 
fluid system by depressing the plunger on the hypoder- 
mic barrel, can be easily measured by looking at the 
pressure indicator lights located on the control unit. 

The practitioner then proceeds to inflate the distend- 
able bladder by routing the lever on the 3-way stop- 
cock in order to access the fluid source and depressing 
the plunger on the hypodermic barrel which may serve 
as the fluid source. The practitioner injects the fluid into 
the fluid system until the pressure indicator lights indi- 
cate that the fluid pressure is within the pre-set con- 
straints. At that point, the practitioner manipulates the 
3-way stopcock to close off access to the fluid system by 
the fluid remaining in the hypodermic barrel. Thus, the 



fluid is non-circulating during the heating portion of the 
procedure, in part allowing more precise measurement 
of fluid temperature. The volume of fluid necessary to 
inflate the bladder will vary from 3 to 20 ml in most 
cases in order to reach the pressure wherein the bladder 
is substantially in contact with all of the endometrium. 

The practitioner then turns on the heating element in 
order to heat the fluid to a pre-set level. The heating 
element in the bladder is connected via the plug to a 12 
volt system which will bring the fluid in the bladder to 
the level of boiling as needed for each particular local, 
i.e. 190 degrees farenheit in Mexico City, and 212 de- 
grees farenheit in New York City. Once that tempera- 
ture level is reached, the system timer is activated to 
time the procedure and provide automatic turn off of 
the heating element at the end of a pre-set period. 

Upon completion of the procedure, the 3-way stop- 
cock is again manipulated to allow the fluid to be with- 
drawn from the fluid system causing the distendable 
bladder to deflate. Upon deflation of the distendable 
bladder, the applicator may be safely withdrawn from 
the patient. The coagulated endometrium is then re- 
moved from the endometrial cavity with a curette, 
leaving the underlying surface free to form adhesions 
with the other opposing surfaces of the endometrial 
cavity. 
What is claimed is: 

1. A method for effecting cauterization necrosis of 
the tissue lining of a mammalian body cavity comprising 
the steps of: 

(a) inserting a distendable bladder into the body cav- 
ity; 

(b) inflating said distendable bladder to a predeter- 
mined pressure with a fluid so that said distendable 
bladder is in contact with substantially all of the 
tissue lining for which necrosis is desired; 

(c) heating said fluid by means of a heating element 
positioned internal to said distendable bladder; 

(d) controlling the temperature and pressure of said 
fluid by control means connected to said distend- 
able bladder; and 

(e) maintaining the exterior of said bladder so inflated 
with said fluid at a temperature of about 190* F. to 
about 215* F. and preferably about 210 # F. for a 
period of time of from about 4 to about 12 minutes, 
and preferably about 6 minutes to effect cauteriza- 
tion necrosis of substantially all of the tissue lining 
of the body cavity for which necrosis is desired. 

2. A method for effecting cauterization necrosis of an 
uterine endometrium comprising the steps of: 

(a) inserting a distendable bladder into the utems; 

(b) inflating said distendable bladder to a predeter- 
mined pressure with a fluid so that said distendable 
bladder is in contact with substantially all of the 

• endometrium; 

(c) heating said fluid by means of a heating element 
positioned internal to said distendable bladder; 

(d) regulating the temperature and pressure of said 
fluid by control means connected to said distend- 
able bladder; and 

(e) mamtaining said bladder so inflated with said fluid 
at a temperature for a period of time sufficient to 
effect cauterization necrosis of substantially all of 
the uterine endometrium. 

3. A method as described in claim 2, wherein the 
exterior of said distendable bladder in contact with the 
endometrium is maintained at a temperature of 190*- to 

65 215~F. and preferably about 210~F. for a period of 
time of from 4 to 12 minutes, and preferably around 6 
minutes. 
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A. IDE No. 6940155 - Submissions to FDA 
and Responses Through FDA Approval, 



10/28/94 IDE application submitted to FDA by 

Gynecare, Inc. 

11/02/94 FDA Notice of IDE No. G940155 assigned 

for EASY (TM) ENDOMETRIAL ABLATION SYSTEM 
(effective November 30, 1994) . 

09/05/95 Amendment to IDE No. G940155 submitted 

for performing efficacy study of the 
Gynecare Uterine Balloon Therapy (UBT) 
System in comparison with Rollerball 
Endometrial Ablation. 

09/25/95 Supplemental Application submitted to 

IDE No. G940155 updating sections of ' 
revised protocol in response to 
September 21, 1995, conference call of 
Mr. Pollard of the FDA. 

10/02/95 Supplemental application submitted to 

update "Other Institutions" section of 
IDE No. G940155. 

10/05/95 Response of FDA granting conditional 

approval of efficacy and safety clinical 
study for the UBT. 

02/23/96 Response of FDA approving proposed 

investigational plan and protocol 
changes . 



TM 



03/31/97 Pre-PMA submission for ThermaChoice 

Uterine Balloon Therapy (UBT) System. 

B. PMA No. 970016 - Submissions to FDA 
and Responses Through FDA Approval. 

05/21/97 Fax inquiry and comments from FDA 

concerning outstanding issues on 
preliminary review of PrePMA submission 
of 03/31/97. 



06/16/97 Formal premarketing approval (PMA) 

application submitted by Gynecare, Inc. 
for ThermaChoice™ Uterine Balloon 
Therapy Device and response to FDA 
facsimile of 05/21/97. 




V 



08/11/97 PMA amendment submitted in response to 

FDA telephone calls of 08/08/97 
concerning manufacturing instructions, 
quality assurance procedures and testing 
matters . 

08/29/97 PMA amendment submitting interim update 

Table of Contents. 

10/06/97 Panel Hearing. 

10/10/97 Post panel letter from FDA and notice of 

deficiency discussed in teleconference 
of 10/1/97. 

10/16/97 Followup response to FDA teleconference 

of 10/16/97 concerning engineering tests 
and clinical aspects. 

10/17/97 Response to deficiency set forth in 

10/10/97 letter submitted. 

10/20/97 Followup response to FDA teleconference 

of 10/08/97 concerning software 
validation issues in letter of 10/10/97. 

10/21/97 Followup response to FDA teleconference 

of 10/21/97 concerning engineering test 
data sent 10/16/97. 

10/31/97 PMA amendments submitted to comply with 

FDA panel conditions in status letter of 
10/10/97. 

11/25/97 Supplemental amendment notifying FDA of 

merger of Gynecare, Inc . /Ethicon, Inc. 
on November 20, 1997. 

12/10/97 Copy of final labeling changes submitted 

in response to FDA teleconference of 
12/10/97. 

12/12/97 PMA approved by FDA to Gynecare, 

Inc . /Ethicon, Inc . 

12/31/97 PMA amendments and submission of two 

copies of final labeling to comply with 
conditions of approval. 
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



Inventor: 
Patent No.: 
Issue Date: 
For: 



Robert S. Neuwirth, et al. 

5,105,808 

April 21, 1992 

INTRAUTERINE CAUTERIZING 
METHOD 



Assignee: Gynelab Products, Inc. 

Licensee: Gynecare, Inc. 

Ethicon, Inc. 



POWER OF ATTORNEY AND CERTIFICATE UNDER 37 CFR 3.73(b) 



Assistant Commissioner for Patents 
U.S. Patent and Trademark Office 
Box Patent Ext. 
Washington, D.C. 20231 



Sir: 

GYNELAB PRODUCTS, INC. certifies that it is the assignee of the entire right, 
title, and interest in the above-identified patent, which is a division of U.S. Patent No. 
4,949,718, by virtue of an assignment recorded in the Patent Office Assignment Records, 
Reel 4961, Frames 0836- 0838, on September 9, 1988, and hereby appoints the following: 



Michael A. Hierl 
Dolores T. Kenney 
John W. Klooster 
Daniel J. Deneufbourg 
Steven D. Weseman 



Reg. No. 29,807 
Reg. No. 31,269 
Reg. No. 18,953 
Reg. No. 33,675 
Reg. No. 41,372 



Arne M. Olson Reg. No. 30,203 

talivaldis Cepuritis Reg. No. 20,818 

Seymour Rothstein Reg. No. 19,369 

Eddie L. Bishop Reg. No. 39,110 

Robert W. Diehl Reg. No. 35,118 



all of the firm of OLSON & OLSON & HIERL, LTD. , both jointly and severally, as 
attorneys with full powers of substitution and revocation to transact all business in the United 
States Patent and Trademark Office with regard to requesting an extension of term for U.S. 
Patent No. 5,105,808 and matters related thereto. 
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Please direct all telephone calls and all correspondence relating to the above-identified 



Talivaldis Cepuritis, Esq. 
OLSON & HIERL, LTD. 
20 North Wacker Drive 
36th Floor 

Chicago, Illinois 60606 

(312) 580-1180 

(312) 580-1189 (facsimile) 



The undersigned (whose title is supplied below) is empowered to sign this certificate 
and power of attorney on behalf of the assignee. 



Gynelab Products, Inc. 
36 Nashua Way 
Ocala, Florida 34482 
(352) 237-9820 



matter to: 



GYNELAB PRODUCTS, INC. 





Lee R. Bolduc - President 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



Inventor: 
Patent No.: 
Issue Date: 
For: 



Robert S. Neuwirth, et al. 

5,105,808 

April 21, 1992 

INTRAUTERINE CAUTERIZING 
METHOD 



Assignee: Gynelab Products, Inc. 
Licensee: Gynecare, Inc./Ethicon, Inc. 



AUTHORIZATION OF PRE MARKETING APPROVAL HOLDER 

Assistant Commissioner for Patents 
U.S. Patent and Trademark Office 
Box Patent Ext. 
Washington, D.C. 20231 

Sir: 

Gynecare, Inc./Ethicon, Inc., is the exclusive licensee of Gynelab Products, Inc., is 
the holder of the pre-marketing approval of the device for practicing the method that is the 
subject of U.S. Patent No. 5,105,808, which is a division of U.S. Patent No. 4,949,718 and 
hereby states that Gynelab Products, Inc., the requestor for patent term extension, is 
authorized to rely on the pre-marketing activities of Gynecare, Inc./Ethicon, Inc. in 
requesting an extension of term for U.S. Patent No. 5,105,808, issued to Neuwirth et al, and 
matters related thereto. Gynecare, Inc. has been acquired by Ethicon, Inc. and is now a 
wholly owned subsidiary of Ethicon, Inc. 

Please direct all correspondence regarding the request for extension of term to 

Gynelab Products, Inc. at the following address: 

Talivaldis Cepuritis, Esq. 
OLSON & HIERL, LTD. 
20 North Wacker Drive, 36th Floor 
Chicago, Illinois 60606 
(312) 580-1180 
(312) 580-1189 (facsimile) 

Ethicon, Inc. 




Date: February 2, . 1998 



By: 




Howard Zaube^fhAn, Vice President, 
New Busines/Dpvelopment & Technology 
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UPLOADING OF THE SCANNED IMAGES SHOULD OCCUR NO 
LATER THAN 16 WORK HOURS 
FOLLOWING RECEIPT OF THIS REQUEST 
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UNITED STATES DEPARTMENT OF COMMERCE 
Patent and Trademark Office 
ASSISTANT SECRETARY AND COMMISSIONER 
OF PATENTS AND TRADEMARKS 
Washington, D.C. 20231 



Ronald L. Wilson, Director 
Health Assessment Policy Staff 
Office of Health Affairs (HFY-20) 
Food and Drug Administration 
5600 Fishers Lane, Room 15-22 
Rockville, MD 20857 



Dear Mr. Wilson: 

The attached application for patent term extension of U.S. Patent No. 5,105,808 was filed on 
February 6, 1998, under 35 U.S.C. § 156. 

The assistance of your Office is requested in confirming that the product identified in the 
application, ThermaChoicje™ Uterine Balloon Therapy System, has been subject to a regulatory 
review period within the meaning of 35 U.S.C. § 156(g) before its first commercial marketing or 
use and that the application for patent term extension was filed within the sixty-day period after 
the product was approved. Since a determination has not been made whether the patent in 
question claims a product which has been subject to the Federal Food, Drug and Cosmetic Act, 
this communication is NOT to be considered as notice which may be made in the future pursuant 
to 35 U.S.C. § 156(d)(2)(A). 

Our review of the application to date indicates that the subject patent would be eligible for 
extension of the patent term under 35 U.S.C. § 156. 

Inquiries regarding this communication should be directed to the undersigned at (703) 306-3159 
(telephone) or (703)308-6916 (facsimile). 



Karin Tyson \j 
Legal Advisor 
Special Program Law Office 
Office of the Deputy Assistant Commissioner 
for Patent Policy and Projects 



cc: OLSON & HERL, LTD 

20 NORTH WACKER DRIVE 
36TH FLOOR 
CHICAGO EL 60606 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 




Public Health Service 



Food and Drug Administration 
Rockville MD 20857 



DEC I Y 1998 



Re: Therma Choice™ Uterine Ballon Therapy System 

Docket No. 98E-0485 



Stephen G. Kunin 

Deputy Assistant Commissioner for 

Patent Policy and Projects 
U.S. Patent and Trademark Office 
Box Pat. Ext. 

Assistant Commissioner for Patents 
Washington, D.C. 20231 

Dear Mr. Kunin: 

This is in regard to the application for patent term extension for U.S. Patent No. 5,105,808 filed by Gynelab Products, 
Inc. under 35 U.S.C. § 156. The medical device claimed by the patent is Therma Choice™ Uterine Ballon Therapy 
System, which was assigned premarket approval application (PMA) No. P970021. 

A review of the Food and Drug Administration's official records indicates that this product was subject to a regulatory 
review period before its commercial marketing or use, as required under 35 U.S.C. § 156(a)(4). Our records also 
indicate that it represents the first permitted commercial marketing or use of the product, as defined under 35 U.S.C § 
156(f)(1), and interpreted by the courts in Glaxo Operations UK Ltd. v. Quigg , 706 F. Supp. 1224 (E D. Va. 1989), 
affd, 894 F. 2d 392 (Fed. Cir. 1990). 

The PMA was approved on December 12, 1997, which makes the submission of the patent term extension application 
on February 6, 1998, timely within the meaning of 35 U.S.C § 156(d)(1). 

Should you conclude that the subject patent is eligible for patent term extension, please advise us accordingly. As 
required by 35 U.S.C. § 156(d)(2)(A) we will then determine the applicable regulatory review period, publish the 
determination in the Federal Register , and notify you of our determination. 

Please let me know if we can be of further assistance. 



Sincerely yours, 




Ronald L. Wilson, Director . 
Health Assessment Policy Staff 
Office of Health Affairs 



cc: 



Talivaldis Cepuritis 
Olson & Hierl, Ltd. 
36th Floor , 



20 North Wacker Drive 
Chicago, IL 60606 



